
September 26,200O 

Jo Anne Stokfisz 
344 1 Charlwood 

Rochester Hills, MI 4g@$ 8 8 im ocT 19 p2 :Q3 

Honorable Donna Shalala 
Secretary of Human and Health Services 
200 Independence Avenue, S.W. Room 615 F 
Washington, D.C. 2020 1 

Dear Secretary Shalala: 

I am a small business owner in the State of Michigan, in five counties, providing hearing 
health care services to the area’s hearing impaired. I am very concerned that the Food and Drug 
Administration (FDA) is reportedly advocating changes to the current hearing aid regulations that 
would dramatically increase the cost of hearing health care and reduce access to hearing health 
care providers. Please take the time to consider the impact of this proposed hearing aid rule on 
the nation’s hearing-impaired and on the nation’s small business hearing health care providers, as 
required by the Small Business Regulatory Enforcement Fairness Act (SBREFA). 

Hearing health care providers like me have been working with the FDA since 1993 to 
streamline the current FDA hearing aid regulations. Now, just weeks before the election of a 
new Administration, FDA is rushing to put forth a proposal that could eliminate hearing aid 
specialists like me from the market place. FDA reportedly favors allowing each state to 
determine the conditions for dispensing hearing aids. This will create inconsistency and 
confusion and will launch a 50 state effort by audiologist to install themselves as the sole 
gatekeepers to hearing health care without any medical or health policy justification. 

As you may have seen, the AARP recently published a Consumer Guide to Hearing Aids 
which found that “almost everyone with a hearing loss hears better with a hearing aid, yet only 
20% of those who need a hearing aid have one.” Please don’t let the FDA erect unwarranted 
barriers to this safe and effective medical device. 

Please don’t let the FDA publish its proposed hearing aid rule. 

Sincerely, 

0 
Jo Anne Stokfisz 
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compelling reason to cede this authiry to the states. 

l Canseauences Not Anatv~ed S’uScient!v. A jroposed ~-~“~~9ulb”~ot~~,r~s~~~~.. .__... “.. :/ 
through tie deiraii&vp~&ss .at he end‘ of &<‘j&d~m..&ation without .adequate review. 
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Tkbonseip.hxes of the new anproac!iWre+ktc~ 
_../..,.._.. ;..._ “” . . _” ,.,, x 

‘a+ qgested by FDA have.not been 
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analyzed suficiently. 

I) Results in Uznecessar-v PhVSici~l’~~~in~t~ons. History has demonstrated fhat-many 
,mtes JXQQ~ rem-h or &m&e t&t ‘use bfwajveg.m ‘Tatiek could be requjred,to , . -,” ‘.* ;t,,s.- i~,~.‘~~~~&S~ 
undergo comprehensive diagnostic medica! hearing examinations befo~g~o&,t~&~ng 
hear@ aid evaluations. ‘Ihis G&id “gut the cart before, the hoise” unwiselv requiring 
all patiems to und&go expensive kedicai procedures which wil,!,heip just a smail 

.+--“-..d.*.“.,“P I 

percentage. Only &eti would patients be perm&ed by many states to proced to the 
testing, and possible fitting of a heting aid, _ fi-om v&G& most would like!y benefit. (. .“-.* -~~-11?...~~*,~4w.w,w.~ex~~ 

I ,+ddition. 211 Testin$ ?-4x R.eaured. %kring health profession~~.~~ysici~~ 
~au&oiQgisTs ar,d ~&i~~~~) ~li’&&;i and cerc;lled by rhe s&es &J ,gtil,~qpaiified to coaducr 
the h%i-ii~ testmg requrred-fo naeasure he&m& Sass’ &i+~t:&e~gpropriaxe medicd 

- .~ “_. .,: ( ..“I -I.- _i I,... ..x. .,., ^,_. ,. 

device. A4ddicidfial “audiologic” Or “dia~~os~lc”‘ips~~E~ should~ opiy be rquired it a 
readily detectable ied gag s-g&tom o.f a &t&ie m&Cal ‘kndiz;ion is present @.g:, ‘” _ ,“^ . . . . . .._ ,_ ._. ,_* * __- ,c”.sL --,, *L.-m 
bleeding from ear, ‘dizziness, rapid hekng !osq loss in,oniy.one ear, etc.). 

* ~creas e s costs an d Reduces A.ccess. Iti $he’absetice of.$zUEeder& w?k”er provision, ,~ II.I-~‘I-_“~...x~~--- 
audiologists ‘are poised to peisuzcie srare,l&xns.-&g boards to require d&nostic testing 
that O&T audiolo@& tie licensed’ib perform- FDA would, therefbre, permit sS.ates to 
increase the required batSky ofprefiminarv (and expensive) tests, while restidng tie 
nmber df practitioners tvho can perfckm the-m. The cog o.f o&&&g hear@ aids 
would. be increased Chile reduciing their av,ailab;liry (since audiologists are 
concentrated in urban centers). This will only exa c&ate thqwpresem underutihzkoz 
of the devices. “- 

a Re&.&s .Alreadv I;b$ TJ’eili&on U. Stale’ requirenents ~~~..lf_c~-~-~~~~~_,__~ ,.,-_- li , ._~_. _ 
&ysicia.n hearing eva!uati&s prior to p”&hase, or “audioiogical” tesring, could cost 

;, each_co.ns~eT:r-S2j’0-~500 more in C~i-~~“~~~~~~tesrl~no and dtticg,~go~;~...%.c~&% to ..-%.“.“..*.*~.m. J : 
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studies conducted by the Lenin Gro@ and the EOP Group. Ttiese increased co..% and . . _ ,,* ““_ x ~._ I’-*EE*J_*:&%am,m?p,.* 
: an audiologist “g?-t&eepe;‘~ -tg sell tfre dev&efo~o~~ns testing, k.11 reduce ahead: by 
% utilization and potentialiy eiiminate the I@@, a valuable cobmponent of the hear& 

he&h team. , 

l Prooosal Sho’uid bei L kited to “Red IF!ag!’ Svste;o. If FD-4 s?e~s.tp,~l~~~~~~~..~~~~.~~-~~,--~-- _-, 
medical waiver, it ShoU!d initiag&re,~“r&. ,& sysrem” des@ed by the phYsici%- 
specialist ~dispensin~g com&nity. Consumers are..en,c,g-gaged to seek h&g test% 
-wherever they are most com.ffortabIe--doctor’s &&g-s, audiologist c&n&s or H&s ,._ 
facilities. A11 use qkestionnaires and.sgreenfor &+-Q$gproved otplogic “red flag” 
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Hmorable Donna ShalaIa 
Secretary of Human and Health Services 
200 Indqwdence Avenue S W 
Washington, D.C. 20201’ . . oom615F R 


